YacTo 3agaBaemble BONPOCbI O

KopoHasupycHaa 6onesHb (COVID-19)

B aTOM AOKYMEHTe NPUBOAATCA OTBETbI HA YacTO 3aZaBaeMble BONPOCbl 06 aHann3ax Ha aHTUTEeNa U CePOOTUYECKMX
nccnefoBaHUAxX Ha Hannume SARS-CoV-2, KOTOpbIN ABNAETCA BUPYCOM, Bbi3blBatowmm 6one3Hb COVID-19. MpummTe K
CBeAeHuIo, YTo 3Ta MHbOoPMaLUs ByaeT U3MEHATLCA U A0MNONHATLCA, MO3TOMY 00A3aTe/IbHO NPOBEPANTE Takne
MHGOPMALMOHHbIE MCTOYHMKM, KaK CTPaHMLLA YNPaBAeHMA N0 KOHTPOJIHO 33 KAYECTBOM MULLLEBbLIX MPOAYKTOB U
JleKapcTBeHHbIX NpenapaTos (FDA), nocssleHHan aHanmsam Ha SARS-CoV-2, Ha npeaMeT YacTbiX OOHOBEHUA.

1. B uem otainumne mexKay cepoiormyeckMMm U AUarHoCTMYeCKMMM UccnesoBaHUAMIU?

Ceposniormyeckue UccneoBaHUA He AMarHOCTUPYIOT aKTUBHYHO KOPOHaBUPYCHYIO MHGeKUuIo. OHK ABAAIOTCA aHaAn3amu
KpPOBM, B pe3yabTaTe KOTOPbIX BbIABAAIOT 6e/Ku (aHTUTeNa), BbipabaTbiBalowWwmecs B opraHM3me npu peakumm 3Toro
opraHMama Ha MHdeKUuMto. YTo KacaeTca ANarHoCTUYECKUX UCCNeloBaHUI, 3TO — MONEKYNAPHbIe aHaAn3bl, B KOTOPbIX
06bIYHO MCcnoNb3yeTca 1abopaToOPHbIN MeToA, HasblBaeMbl MOIMMepPasHOM LenHol peakunei (MLP), no3sonsatowmii
BbIABUTb reHETMYECKMIA MaTepman camoro supyca. C NOMOLLbIO 3TUX UCCNeA0BaHNI MOXHO ANArHOCTUPOBaTh aKTUBHbIE
UHbEKUMM B maTepurane, KoTopbliii 06blYHO cobrpaeTca NocpeacTBOM Ma3Ka M3 Hoca MK ropAa.

2. KaK cKopo y 3apaXKeHHOro YesoBeKa HauMHaloT BbipabaTbiBaTbCA aHTUTENA?

O6bI4HO B opraHmM3me 3apaxeHHoro COVID-19 yenoBeKa aHTUTENA HAYMHALOT BbipabaTbiBaTbCA Yepes OA4HY-ABe Heaenu
nocse Toro, KaKk 3TOT YesioBeK 3abonen. Y HeKOTopbIX toAel 3TOT NPOoLEeCcC HAauYMHaAeTCA elle nose. B 3aBucumoctum ot
TOro, KOrAa Yenosek Obla 3aparkeH, U KOrga emy caenanm aHanus, CeposiorMyeckoe UCCief0BaHNE MOXKET He BbIABUTb Y
Hero aHTUTeNa K Tekywen nHdpekuymm COVID-19.

3. Mo»HO /11 UCNO/1Ib30BaTb CEPOJIOrMUYECKOe UccieaoBaHune, YTobbl y3HaTb, ecTb /1M y MmeHA ceituac COVID-19?
Ceponornyeckoe nccaegoBaHue He MOXKET OnpeaeInTb, ecTb /N Y Bac B AaHHbIM momeHT COVID-19. 310 nccnegoBaHue
BbISIBNSIET aHTMTeNa, 0603HavatoWmMe Hannyme OTBETHOM peaKkLMmn opraHM3ma Ha BUpYC, 6e3 BO3MOXKHOCTM BbISBNEHUSA B
OopraHM3ame aKTUBHOM MHPEKLUKN. B NepBble AHW 3aparkeHua, Kor4a OpraHM3m BCe ellle NoAroTaB/ANMBaEeT CBOKO
UMMYHHYIO peakumto, aHTUTENa MOTYT BbITb HE BbISIB/IEHbI, YTO MOXKET MPUBECTU K NIONKHOOTPULLATENbHBIM Pe3y/ibTaTam
ceposiornyeckoro uccnenosaHus. NogobHbIMm obpasom, ecnm yenosek 6bin 3apaxkeH COVID-19 paHee, a celiuac He
ABNAETCA 3apaXKeHHbIM 3TUM BUPYCOM, OH MOKET NOYYNTb NONOXKUTENbHbI Pe3yibTaT CEPOIOrNMYECKOro
nccnenoBaHma. Nostomy ceponormyeckme UCCnefoBaHMA He A0MKHbI NPUMEHATbCS Ana guarHoctmku COVID-19.

4. Echv ceponorvyeckue uccneaoBaHua He cneayet NPUMEHATb ANA AUAarHOCTUKU, ANA Yero OHU
npumeHsaoTca?

3Tn UccnefoBaHMA NPUMEHSAIOTCA A1A NOAYYEHUA yYLEro NOHMMAHMA TOTO, KaK UMMYHHas peakums opraHnM3ma Ha
BMpPYC, Bbi3biBatowwmin COVID-19, pa3BMBaeTcA CO BpeMEHEM, a TaK¥Ke KaKoe KOJIMYeCTBO NtoAen MOTAKN ObiTb 3apakeHsl,
M KaK Jafieko 3allia naHaemMus. B LoNrocpoyHom neperneKkTMBe ceposiorMyeckne NccienoBaHusa U KIMHUYECKoe
HabloAeHMe MOTYT TaKXKe NMOMOYb Ham Jlyylle NOHATb, ByAET 1M MeHblUe PUCK MOBTOPHOTO 3apaKeHus s Aoaen,
nepeboneBLNX 3TOM UHOEKLMEN, B C/Tly4ae HOBOFO KOHTAKTa € 3TUM BMpycomM. O HaKOo, MOKa pe3ynbTaTbl 3TUX
nccnefoBaHU He AatoT Takon MHbopmaumn. Ceponormyeckne UCCAe0BaHUA TaKKe MOTyT MOMOYb HaM y3HaTb bonblle
0 Nt0AAX, KOTOPble MOT/IM BbITb 3apakeHbl 3TOW MHbEKUMEN, O4HAKO, TaK U HE NPOABUIM CUMNTOMOB, TaK KaK B
OopraHM3Me 3TUX /I0Ael TOXe BblpaboTanucb aHTUTENA.

5. loCTynHbI N ceryac 3T ceponorMyeckue uccnepoBaHua?

B mapTe FDA 13gano ykasaHue paspewmnTb pa3paboTuMkam HEKOTOPbIX CEPOIOrMYECKUX UCCAea0BaHMIA NpoaaBaTb CBOM
TECTbl, KaK TO/IbKO OHW NPOMAYT COOTBETCTBYHOLLYIO SKCNEPTM3Y MO NOATBEPKAEHMIO TOUHOCTM M HAAEKHOCTM UX TECTOB.
370 BKAKOYaET B cebs npegocTaBaeHMe pa3paboTimkam BOSMOKHOCTM NPOAaBaTh CBOM TeCTbl 6e3 npeasapuTesibHOM
oueHKM FDA, ecan nmu 6binmn cobatoaeHbl onpeaeneHHble YCA0BUA, yKasaHHble B M34aHHOM AOKymeHTe. C MOMeHTa
M34aHKNA 3TOr0 YKa3a MHOrMe KOMNaHMM BbICTYNWAU C NPEeAN0KEHUAMMU CBOMX TECTOB.
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KopoHasupycHaa 6onesHb (COVID-19)

B oTyeTax 0 pesynbTaTax CEPONOTMYECKUX UCCNEA0BAHMI AOKHO ObITb YKa3aHO, YTO OTPULLATENbHbIN pe3yabTaT He
MCKAtoYaeT Hanmune niodekumm COVID-19 B opraHnsme, 1 YTO ANA UCKAOYEHNS MHPEKLMN peKoMeHAyeTca NpPoBecTy
nocneayroLlee UccaefoBaHNE € AMArHOCTUYECKMM aHanM3oM. B oTyeTax o pesynbTaTtax MccnefoBaHUi TakKe JONKHO
ObITb YKa3aHo, YTO aHa/IM3 Ha aHTUTEeNa He c/ieayeT UCMNOoJ1b30BaTb A/1A AMArHOCTUKU UK UCKAoYeHnA amarHosa COVID-
19, a TakXKe 4YTO NOIOKUTE/IbHbIE pPe3ybTaTbl MOTYT ObITb CBA3aHbI C NEPEHECEHHOM paHee UM NPUCYTCTBYOLWEN ceityac
B OpraHn3ame MHoeKUnen apyrux WTaMmoB KOPOHaBMpyca. KomnaHusam, BbIMOHAOLWMM TakKMe cepoiormyeckme
nccnenoBaHuA, 3anpeLeHo 3aaBAATb, YTO UX TECTbl yTBepKAeHbl FDA.

6. Echn y meHA NON0XKUTENbHDbIN pe3ybTaT CEPO/IOrMUYECKOro uccaenoBaHua, MOry /1M A nepectatb HOCUTb
TKaHeBOe NOKpbITUEe 4118 IMLA UK NPAKTUKOBATb COLMaNbHOE AUCTaHLUpPOBaHue?

TaK KaK mMbl He Bnageem A0CToBEpPHON MHopMaLmen, NoATBEPKAAI0LWEN TO, YTO Hanumne aHTuTen K COVID-19
obecneunBaeT Kakoi-1MH0 UMMYHUTET UM 3aLLMULLLAET Ye/I0BEKA OT MOBTOPHOIO 3apayKeHus, Nto4M C NONOKUTENbHbIMU
pes3ynbTaTaMu aHa/iM3a Ha aHTUTeNa AO/IXKHbI NPoAoKaTb coboaaTh Mepbl No 3awmTe ceba n gpyrmux ot COVID-19.
TaKKe BO3MOHbI /IO}KHOMOJIOKUTENbHbIE Pe3yNbTaTbl CEPONOTMYECKUX UCCNEA0BAHMIA, NOSTOMY HEOOXOAMMO, YTObbI
BCE /10AM NPOAO/XKAAM BbINONHATL YKa3 HauanbHMKa 34paBooxpaHeHns «Joma 6esonacHee» U NPakTMKOBaIU
coumanbHOe AMCTaHLUMpPOBaHME, a TaKKe cobaoganu apyrne mepbl MHGEKUMOHHOTO KOHTPOA, TaKME KaK HOoLLeHue
TKaHeBOro NOKPbITUA ANS INLA B 0BLWECTBEHHbIX MECTaX, AaXKe NpPu NOAYYEHUN NONOKUTENbHbIX Pe3y/1bTaToB
CepPOoSIOrNYeCcKoro nccaenoBaHuA.

7. Komy cneayet npoiiTn ceponoruyeckoe uccneposaHue?

3TV UccnefoBaHUA LOMKHbI NPOWTU 04N, MPUHUMAIOLLME YHACTME B HAY4HbIX MCCEL0BaHUAX, CBA3AHHbIX C
NPMMEHEHUEM CEPONOTMYECKMX aHANN30B, UIWN UCCNEL0BAHUAX, HAMNPAB/IEHHbIX HA JOCTUXXEHME NYYLIEro NOHUMaHMSA
obuiero yposHa 3a6oneBaemocTu B coobuiectse. TakKe CyLLeCTBYIOT MCCe0BaTeIbCKME NPOEKTbI, B PaMKax KOTOPbIX
CEPONIOrNYecKMe UCCeA0BaHNA NPUMEHAIOTCA /1A NOHUMAHMUA Pa3/INYHbIX aCNEeKTOB 3a60/1€BaHMs, B CBA3M C Yem
BbICOKa BEPOATHOCTb TOFO, YTO 3TU UCCNeL0BaTENM ByayT NPUrAAWATh NOAEN K yHacTMIO B CBOMX UCCNEA0BaTE/IbCKUX
npoeKTax.
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